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San Paolo d’Argon, July 14, 1999
Ns. Rif. :FL/sp Dockets Management Branch

(HFA-305)
Food and Drug Administration
5630 Fishers Lane, rm.
1016, Rockville, MD 20852

Re.: Proposed new ruling for Foreign Establishments

Dear Sirs,

We make reference to the notice in the U.S. Federal Register, vol. 64 No. 93, Friday, May
14, 1999 concerning Foreign Establishment Registration and Listing.
On pages 26331 (definition of “United States Agent”), 26334 (bottom of first column and second
column) and 26341 (second column, text proposed), it is reported that each foreign establishment
will be allowed for only one U.S. agent rather ‘?an multiple agents as at the present.

t
This proposal, that at first seems~to be logic and reasonable, can not actually be applied.
In fact,. each establishment has got its own list of products, some of which are often produced by-—
others establishments too. ~

,:

In this case, when the establishment A designates an US agent, it might occur that, for some of the
products of its list, the agent is already engaged to represent the establishment B and thus it can not
represent the establishment A for the same product, in order to avoid”any eventual clash of interests.
In fact, it is not possible that an agent represents two or more establishments for the same product.

At this point the establishment A should give up promoting and selling such a product in U.S., or it
has to designate another agent.
It stands to reason that the first solution can not be applied, while the second one, that has been
applied till now, seems to be the only one possible.
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It has to be reminded that in the DMF of each product, the name of the agent and its address, with
whom FDA will communicate and interact for that product, are always indicated, so we do not see
any limit to the possibility of FDA interaction even maintaining the present situation, that allows to
an establishment to be represented by more than one agent.

In order to avoid great difficulties to the foreign establishments, that would be prevented to apply
what proposed, we kindly ask you to consider what explained above and to reconfirm the present
procedure that allows using more than one agent.
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Thank you for the kind attention. We look forward to receiving your comments,

Best regards,

ERREGIERRE S.p.A.

L&-._i-<&Dr. F;’ rella Lombardi
Regulatory Affairs Manager
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